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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS^COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. *M 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)n This action is FINAL. 2b)l3 This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1 and 2 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) S Claim{s) 1 and 2 is/are rejected. 

7) S Claim(s) 1 is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) S The specification is objected to by the Examiner. 

10)S The drawing(s) filed on 15 February 2005 is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fomn PTO-152. 

Priority under 35 U.S.C. § 119 

12)[3 Acknowledgment Is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)|3AII b)n Some * c)n None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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2) □ Notice of Draflsperson's Patent Drawing Review (PTO-948) P^per No(s)/Mail Date. . 

3) 'S Infonmation Disclosure Statement(s) {PTO/SB/08) 5) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date 5/05.2/05 . ' 6) □ Other: . 
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DETAILED ACTION 

1. Claims 1 and 2 are pending and under consideration. 

Specification 

2. The disclosure is objected to because of the following informalities: 

A reference to the prior application must be inserted as the first sentence(s) of the 
specification of this application or in an application data sheet (37 CFR 1.76), if applicant 
intends to rely on the filing date of the prior application under 35 U.S.C. 119(e), 120, 121, or 
365(c). See 37 CFR 1.78(a). For benefit claims under 35 U.S.C. 120, 121, or 365(c), the 
reference must include the relationship (i.e., continuation, divisional, or continuation-in-part) of 
all nonprovisional applications. There is no priority statement at the beginning of the 
specification claiming benefit of the prior documents. 

Page 2, line 11, "losteriolysin" should be "listeriolysin"; line 15, ''falcipparurrT should be 

''falciparuni\ 

Page 3, line 6, "which a third" should be "which the third". 

Page 6, line 16, "Lue" should be "Leu". 

Page 8, line 12, "an foreign" should be "a foreign". 

Page 12, line 6, "a skin reactions" should be "skin reactions". 

Page 15, line 28, clarify "200 ng". 

Page 16, lines 3-5, please clarif/ the sentence starting with "In the previous report "; 

lines 20-23, please clarify the sentence starting with "Thirty BALB/c "; line 24, "mice 

were received" should be "mice received". 
Page 20, line 5, "which a third" should be "which the third". 
Appropriate correction is required. 
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Drawings 

3. M.P.E.P. §2422.02, third paragraph, recites that ''the sequence identifier fSEQ ID 
NO:X") must be used, either in the drawing or In the Brief Description of the Drawings." 

Figures 1 and 2 do not contain SEQ ID NO. nor do their Brief Descriptions. 
Appropriate correction is required. 

4. Figure 4C is objected to because "titre" should be ''titer". Corrected drawing sheets in 
compliance with 37 CFR 1.121(d) are required in reply to the Office action to avoid 
abandonment of the application. Any amended replacement drawing sheet should include all of 
the figures appearing on the immediate prior version of the sheet, even if only one figure is 
being amended. The figure or figure number of an amended drawing should not be labeled as 
"amended." If a drawing figure is to be canceled, the appropriate figure must be removed from 
the replacement sheet, and where necessary, the remaining figures must be renumbered and 
appropriate changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering of the 
remaining figures. Each drawing sheet submitted after the filing date of an application must be 
labeled in the top margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 
1.121(d). If the changes are not accepted by the examiner, the applicant will be notified and 
informed of any required corrective action in the next Office action. The objection to the 
drawings will not be held in abeyance. 

Claim Objections 

5. Claim 1 is objected to because of the following informality: line 3, "which a third" should 
be "which the third". Appropriate correction is required. 
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Claim Rejections - 35 USC § 112 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 1 and 2 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 1 recites that the polynucleotide is a modified polynucleotide in which a third 
position of each codon is substituted with G or C without a change of "an" amino acid. It is 
unclear if the proviso of "without a change" is directed to the amino acid encoded by the 
claimed codon, or any amino acid in the polypeptide encoded by the polynucleotide. Claim 2 
depends from claim 1, but does not clarif/ the Indefiniteness. 

8. Claim 2 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

Claim 2 recites that the "total positions" of each codon are substituted. It is unclear if 
this phrase denotes "all positions" or some other connotation. 

Claim 2 recites that each codon of the modified polynucleotide is to include G and C "as 
much as possible without a change in type of an amino acid". It is unclear what is meant by 
"type" of amino acid and what is meant by "as much as possible". 

Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this countr/, more than one year prior to the date of application for patent in the United 
States. 

10. Claims 1 and 2 are rejected under 35 U.S.C. 102(b) as being anticipated by Bloom et al 
(U.S. Pat. No. 5,504,005) in light of Andersson et al {Microbiology, 142:915-925, 1996). 

The claims are drawn to a recombinant BCG vaccine transformed with an expression 
vector comprising a polynucleotide with increased G and C in the third position of each codon. 

Bloom et al teach a recombinant BCG vaccine transformed witti an expression vector 
comprising polynucleotides from /W. tubercuiosis {Abstract; col. 5, line 23 to col 6, line 37; col. 

10. line 52 to col. 29, line 15; claims 1-11). 

Andersson et al is utilized to indicate that the codon usage in A/, tuberculosis complex 
comprises a high G + C richness reflected by a strong bias towards C and G ending codons for 
every amino acid, with a G+C content at the third ending position of codons of 83% (abstract; 
Table 1; Table 2; Table 3). 

Conclusion 

11. No claims are allowed. 

12. Any inquiry concerning this communication or earlier communications from the Examiner 
should be directed to Rodney P. Swartz, Ph.D., Art Unit 1645, whose telephone number is (571) 
272-0865. The examiner can normally be reached on Monday through Thursday from 9:00 AM 
to 7:30 PM EST. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
Supervisor, Jeffrey Slew, can be reached on (571)272-0787. 

The fax phone number for the organization where this application or proceeding is 
assigned is (571) 273-8300. 
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Information regarding the status of an application may be obtained from tlie Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.aov . Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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